Applicant : N. Hirawa et al. Attorney's Docket No.: 11283-009001 /PH-686PCT- 

SerialNo. : 09/786,503 US 

Filed : March 2, 2001 

Page : 2 of 9 



Amendments to the Claims 

This listing of claims replaces all prior versions and listings of claims in the 
application. 

Listing of Claims : 

1. - 38. (Cancelled) 

39. (Currently amended) A method of detection of an early-stage renal disease, the 
method comprising: 

determining the concentration of albumin in the urine of the test subject to be normal the 
determination failing to detect renal disease in the subject; and 

determining a concentration of human lipocalin-type prostaglandin D synthase (L-PGDS) 
in a urine sample taken from a test subject[[; and]]* 

determining th e concentration of albumin in tho urin e of th e t e st subj e ct to b e normal, 

wherein a higher concentration of human L-PGDS in the urine sample taken from the test 
subject, compared to a reference value of human L-PGDS concentration in urine, is an indication 
that the test subject has early-stage renal disease, wherein the reference value is obtained by 
determining the concentration of human L-PGDS in urine of healthy subjects. 

40. (Cancelled) 

41. (Currently amended) The method of claim 39 [[any of claims 21 and 37 to 40]], 
wherein the determination of the concentration of human L-PGDS in a urine sample from the test 
subject is performed by an immunological assay. 



42.-43. (Cancelled) 
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44. (New) A method of detection of an early-stage renal disease, the method 
comprising: 

determining the concentration of type IV collagen in the urine of the test subject to be 
normal, the determination failing to detect renal disease in the subject; and 

determining a concentration of human lipocalin-type prostaglandin D synthase (L-PGDS) 
in a urine sample taken from a test subject, 

wherein a higher concentration of human L-PGDS in the urine sample taken from the test 
subject, compared to a reference value of human L-PGDS concentration in urine, is an indication 
that the test subject has early-stage renal disease, wherein the reference value is obtained by 
determining the concentration of human L-PGDS in urine of healthy subjects. 

45 (New) The method of claim 44, wherein the determination of the concentration of 
human L-PGDS in a urine sample from the test subject is performed by an immunological assay. 



